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" The MAILING DATE of this communication appears on the cover sheet with the correspondence addr ss 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filed on 20 September 2001 . 
2a)n This action is FINAL. 2b)[3 This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex pa/te Quay/e, 1935 CD. 11,453 O.G. 213. 

Disposition of Claims 

4) E] Claim(s) 1,3-6,18,19.22 and 25 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) ^ Claim(s) 1,3-6,18,19,22 and 25 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) ^ The specification is objected to by the Examiner. 

10)n The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
11 )□ The proposed drawing correction filed on is: a)D approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) n The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) ^ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) ^ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

1) □ Notice of References Cited (PTO-892) 

2) (3 Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) S Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 



4) □ Interview Summary (PTO-41 3) Paper No(s). . 

5) n Notice of Informal Patent Application (PTO-1 52) 

6) n Other: 



U.S. Patent and Trademark Office 

PTO-326 (Rev. 04-01) 
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DETAILED ACTION 
Status of Application^ Amendments and/or Claims 

The amendments of 07 January 2000 (Paper No. 2) and 20 September 2001 (Paper No. 7) 
have been entered in full. Claims 7-17, 20-21, 23-24, and 26 are cancelled. 

Election/Restrictions 
Applicant's election of Group I, claims 1, 3-6, 18-19, 22, and 25 in Paper No. 7 (20 
September 2001) is acknowledged. Because applicant did not distinctly and specifically point 
out the supposed errors in the restriction requirement, the election has been treated as an election 
without traverse (MPEP § 818.03(a)). 

Claims 1,3-6, 18-19, 22, and 25 are under consideration in the instant application. 

Sequence Compliance 

1 . This application contains sequence disclosures that are encompassed by the definitions 
for nucleotide and/or amino acid sequences set forth in 37 CFR 1.821(a)(1) and (a)(2). 
Specifically, the sequences disclosed in Figure IB are not accompanied by the required 
reference to the relevant sequence identifiers. Additionally, the claims recite figure 
numbers rather than sequence identifiers. This application fails to comply with the 
requirements of 37 CFR 1.821 through 1.825. Applicant must comply with the requirements of 
the sequence rules (37 CFR 1.821 - 1.825). 

Appropriate correction is required. 

Specification 

2. An updated status of the parent nonprovisional applications should be included in the first 
sentence of the specification. A statement reading "This is a continuation of U.S. Application 
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No. 09/060,533, filed April 15, 1998, now abandoned, which is a continuation-in-part of U.S. 
Application No. 09/007,886, filed January 15, 1998, now abandoned, which is a continuation-in- 
part of U.S. Application No. 780,496, filed January 8, 1997, Patent No. 6,046,048, which claims 
benefit of U.S. Application No. 60/009,755, filed January 9, 1996" should be entered. 
Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another who 
has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the invention 
thereof by the applicant for patent. 

4. Claims 1, 3-6, 18-19, 22, and 25 are rejected under 35 U.S.C. 102(a) as being anticipated 
by Wiley et al. (Immunity 3(6): 673-682, Dec. 1995). 

Wiley et al. teach an isolated soluble protein, designated TNF-related apoptosis-inducing 
ligand (TRAIL) that is 100% identical to the Apo-2 ligand polypeptide of the instant application 
comprising amino acids 91-281 of SEQ ID NO: 1 (see sequence alignment attached to this 
Office Action as Appendix A; see pg 675, col 1 and amino acids 91-281 of Wiley et al.; see also 
Figure lA and amino acids 91-281 of SEQ ID NO: 1 of the instant application). The TRAIL 
protein identified by Wiley et al. that corresponds to amino acids 91-281 of SEQ ID NO: 1 of the 
instant application comprises an N-terminal methionine residue (see sequence alignment attached 
to this Office Action as Appendix A; see amino acids 91-281 of Wiley et al.). Additionally, 
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Wiley et al. disclose that TRAIL induces apoptosis in many different types of cells, including 
mammalian cancer cells (pg 675-676; pg 678, col 1-2; Table 1). Wiley et al. treat the cells with 
conditioned supernatant from cells transfected with the soluble TRAIL construct, which is a 
composition (pg 680, f 2). 

5. Claims 1, 3-6, 18-19, 22, and 25 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Wiley et al. (U.S. patent 5,763,223). 

Wiley et al. teach an isolated soluble protein, designated TNF-related apoptosis-inducing 
ligand (TRAIL) that is 100% identical to the Apo-2 ligand polypeptide of the instant application 
comprising amino acids 91-281 of SEQ ID NO: 1 (see sequence aligimient attached to this 
Office Action as Appendix A; see col 28-29, example 7 and amino acids 91-281 of Wiley et al.; 
see also Figure 1 A and amino acids 91-281 of SEQ ID NO: 1 of the instant application). The 
TRAIL protein identified by Wiley et al. that corresponds to amino acids 91-281 of SEQ ID NO: 
1 of the instant application comprises an N-terminal methionine residue (see sequence alignment 
attached to this Office Action as Appendix A; see amino acids 91-281 of Wiley et al.). 
Additionally, Wiley et al. disclose that TRAIL induces apoptosis in many different types of cells, 
including leukemia and lymphoma cells (col 26-27, example 5; col 29-30, example 8 ; Table 1). 
Wiley et al. also teach that TRAIL has the ability to kill leukemia and lymphoma cells (col 30, 
example 9). Wiley et al. treat the cells with conditioned supematant of CVl/EBNA cells 
transfected with the soluble TRAIL construct, which is a composition (col 28-29, example 7). 
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Conclusion 



No claims are allowable. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bridget E. Bunner whose telephone number is (703) 305-7148. 
The examiner can normally be reached on 8:00-5:30 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Kunz can be reached on (703) 308-4623. The fax phone numbers for the 
organization where this application or proceeding is assigned are (703) 308-4242 for regular 
communications and (703) 308-4242 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 



BEB 

Art Unit 1647 
November 14, 2001 
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